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From: Kathy Mojibi, Esq. 




Driver to:. Examiner Al Robinson, Art Unit 1616 

Facsimile: (703)746-4998 Telephone: (703) 308-4524 

Serial #: 09/706,158 Filed: November 3, 2000 

Docket #: 57974-5004 Client Name: Tor McPartland 

Total number of pages (including this page): ^ If you do not receive this number of pages, 
please contact our FAX operator at (310) 203-8080 ext. 6626. 

Dear Examiner Robinson: 

As you requested, enclosed is a copy of the declaration thai was originally filed 
with the preliminary amendment on December 20, 2000. A copy of the returned postcard 
stamped by the Office indicating receipt of the declaration is enclosed. 

You have advised us that the Office Action will be reissued. Accordingly, we 
will not respond to the Action issued on December 21, 2001. 

If you have any questions, do not hesitate to contact us. 

Regards, Kathy Mojibi 

A HARD COPY OF THE DOCUMENT® WILL N£l BE SENT 



This FAX is intended only for the use of tbe Individual op entity to which it is addressed, and may contain 
information that is privileged, confidential and exempt from disclosure under applicable law. If you are not the 
intended recipient, any oisseminatiOD, distribution or copying of this communication is strictly prohibited, if you 
have received this communication in error, please notary us immediately by telephone and return the original FAX 
lo us at the above address by the US Postal Service- Thank you. 
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PATENT 
57974-5004 



IN 



THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re patent application of: 
Tor MCPARTLAND 

Serial No. 09/706.158 

Filed: November 3, 2000 

For: 



ANT SPRAY CONTAINING D- 
LIMONENE AND METHODS OF 
MAKING AND USING SAME 



Group Art Unit: 1617 
Examiner: ROBINSON, A. 



PRELIMINARY AMENDMENT 

Applicant hereby submits the declaration of Tor McPartland, 
previously submitted in the parent application, to be considered in view of the 
claims of this continuation-in-part application. The declaration is submitted as 
evidence of novelty and non-obviousness. 

The acceptance by the Organic Material Review Institute ("OMRI") 
of Applicant's product for use in organic production was significant for several 
reasons. First, OMRI had to define a new category, "plant extract pesticides," 
for identification of Applicant's insecticide composition. See Supplemental 
Declaration of Tor McPartland ("Supp. Decl."), H 7. The fact that OMRI had to 
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define a new category for Applicant's product evidences the novelty of the 
product. There were no other plant extract pesticides approved for use in 
organic production by OMRI prior to Applicant's product. Supp. Decl., 1 7. 

Second, OMRI's acceptance of Applicant's product was significant 
in that it boosted the sales of Applicant's product. Supp. Decl. , 1 8. In 1998, 
prior to OMRI's acceptance, annual sales of Applicant's product were 
approximately $39,000. Supp. Decl., 1 8. The following year, upon OMRI's 
approval, the sales increased six-fold, exceeding $250,000. Supp. DecL, 1 8. 
The significant increase in sales was not a result of an increase in advertising, 
as the advertising campaign during 1998 and 1999 remained relatively static. 
Supp. DecL, 1 9. Rather, the commercial success of Applicant's product was 
a result of Applicant's ability to satisfy a long felt need for an insecticidal 
composition that is made of food-grade ingredients and can be used in organic 
production, Supp. Decl., 11 5. 6,10 and 11. 

In view of the foregoing remarks, it is believed that all pending 
claims are in condition for allowance. A Notice of allowance is respectfully 
requested. Should there be any questions regarding this application, the 
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Examiner is invited to contact the undersigned attorney at the ph< 



JEFFER, MANGELS, BUTLER & MARMARO LLP 
Tenth Floor 

2121 Avenue of the Stars 
Los Angeles, CA 90067 
Tel: (310) 203-8080 
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Respectfully submitted, 



December 20. 2000 
Date 
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PATENT 
57974-5004 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re patent application of: 
Tor McPartland 

Serial No. 09/706,158 

Filed: November 3, 2000 

For: ANT SPRAY CONTAINING D- 

LIMONENE AND METHODS OF 
MAKING AND USING SAME 



CERTIFICATE OF MAILING 



The Assistant Commissioner for Patents 
Washington, D.C. 20231 



Sir: 

I hereby certify that a Preliminary Amendment; Supplemental 
Declaration of Tor McPartland; and return postcard are being deposited with the 
United States Postal Service, postage prepaid, Express Mail No. 
EL584668475US on the date indicated below and addressed to: The Assistant 
Commissioner for Patents, Washington, D.C. 20231. 

December 20, 2000 

(Date of Deposit) 

Laurie A. Rossi 

(Name of Person Mailing Paper or Fee) 

(Signature) 



Group Art Unit: 1617 
Examiner: ROBINSON, A. 



Received from < > at 1/31/02 12:40:41 PM [Eastern Standard Time] 



01/31/02 09:33 FAX 



JMBM IP D pt. , . 



@007 



( \ 



PATENT 
57974-5002 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re patent application of: 
Tor McPariland 

Serial No. 09/218,732 

Filed: December 22, 1998 

For: 



ANT SPRAY CONTAINING D- 
LIMONENE AND METHODS OF 
MAKING AND USING SAME 



Group Art Unit: 1614 
Examiner: A. Robinson 



SUPPLEMENTAL DECLARATION OF T DK MCPARTLAND 
UNDER 37C.F R. 5 1.132 



I, Tor McPartland, declare that: 



1 . I am the inventor of the subject matter of all claims of the above-captioned United 
States patent application. 

2. I am President of Orange Guard, Inc., which manufactures and markets the 
composition claimed in the captioned application under the mark Orange Guard*. 
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3. I have a thorough knowledge of the composition of Orange Guard®, as well as the 
sales and marketing of the product. More specifically, I have a thorough knowledge of the 
customer base of my company. 

4. I make this Declaration in response to the rejection for obviousness in the Office 
Actions mailed September 14, 1999 and May 3, 2000, to show that Orange Guard® is a 
commercial success, and ihe reasons therefor. 

5. Orange Guard® is successful because it safe. In fact, each of the ingredients used in 
Orange Guard® may be used as food additive. The ingredients are included in the current 
list of compounds Generally Recognized as Safe by the United States Food and Drag 
Administration. 21 C.F.R. §§ 170.30 182.1, 182.6 and 172.510. Copies attached as 
Exhibit A hereto. 

6. More importantly, Orange Guard* is the only insecticide that is allowed for use in 
organic food production. Attached hereto as Exhibit B is a letter from the Organic Materials 
Review Institute ("OMRT) dated June 1 , 1999 granting me the right to label Orange Guard® 
as allowed for use in organic production. OMRI is a private entity that reviews and lists 
products that may be labeled as allowed for use in organic food production and agriculture. 
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7. When OMR1 approved Orange Guard® for use in organic food production, it had to 
create a new category, entitled "plant extract pesticides, • to identify Orange Guard'. Prior 
to the approval of Orange Guard®, there had been no other plant extract pesticides approved 
by OMRI. Orange Guard® is the only organic pesticide that is a plant extract listed by 
OMRI. 



8. The commercial success of Orange Guard* was generally as a result of its ingredients 
which were approved by OMRI. Orange Guard® was first offered for sale in November, 

1997. Sales of the product were negligible. The first significant sales occurred in May, 

1998. Total sales of Orange Guard® for 1998 were approximately $39,000. In 1999, when 
OMRI allowed use of Orange Guard® in organic production, sales exceeded $250,000. 
Current estimates are for sales of about $650,000 in 2000. If, as 1 expect, Orange Guard® 
is allowed for use in organic agriculture, sales for 2000 are projected to be about 
$2,000,000. 

9. The significant increase in the success of Orange Guard® is not a result of an 
aggressive advertising campaign but a result of the recognition by a reputable organization, 
such as OMRI, of the safe, food-grade ingredients of Orange Guard®. The OMRI listing 
tells the public that all the ingredients are plant extracts that meet OMRI's strict 
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requirements for use in organic production. This is the assurance the public wants before 
they use an insecticide. Our customers are our best advertising and salesman. Without 
OMRI, they would not take our word for the inert ingredients safety. With our QVC 
exposure (sales not paid advertising), paid advertising has not been a big help for us, but 
when we get a mention (unsolicited) in an environmental magazine or newspaper column, 
the response is incredible. When a magazine or columnist that the public knows and trusts 
endorses or just mentions Orange Guard®, their readers become apostles for Orange Guard®, 
People are finding out about our product and its safety. The Jast time I was on QVC a lady 
called and suggested I get the Nobel Prize for peace because of the safety and efficacy of 
Orange Guard®. People with allergies and chemical sensitivities can use Orange Guard 
without problems. In fact, the advertising expenditure of Orange Guard 15 has not varied 
significantly from year to year. In 1998 F a total of about $5,000 was spent on advertising. 
In 1999, about $13,000 was spent on advertising and in 2000, the forecasted budget for 
advertising is about $10,000. 



10. Attached as Exhibit C to my declaration are true and correct copies of three (3) emails 
and a letter I received attesting to the fact that the inventive product has solved a long-felt 
but unsolved need. 



11. To my knowledge, there are no other pesticides that are allowed for use in organic 
food production or organic agriculture. The market for organic food has created a strong 
demand for Orange Guard that no other product satisfies. 
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O. I hav, been intended and involve* * organic focd and to production for the pa« 
tweniyyears. I have an organic vineyard and am a constfuaer of organic foods. 

13. A persouord^^*tbeneM W ^ 

Orange Guard" could be used morg** food p^^--^*-** ™» * 

t^e *. active iagredieut, and e^^og agent. D4imonene «d castor ofl 
IC5F ^,^pl^e^ A person skilled ia Uje field would also know thai the 
only other significant iygredicnts. wa*r aod bcn*»ie rf -da. «" 

organic foods. 

I furtixef declare that all statements made herein of my own knowledge arc true and 
rtatall a**™** made on infonnation and Misbelieved * be true; and further 0>at 

^ade a* punisbable by fine, or imprifiomEcnt, or botu. under Section 1001 of Tale 15 of 

the iMed Slates Code and 0>3t ^cn vrillM 

ifae application or any patent that may issue teereon. 



U TOR. MCFABTLAND 



Date 
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21 CFR s 370.30 
21 C.F-R- § 17030 

CODE OF FEDERAL REGULATIONS 
TITLE 2J-FOOD AND DRUGS 
CHAPTER I-FOOD AND DRUG 
ADMINISTRATION, DEPARTMENT OF 
HEALTH AND HUMAN 
SERVICES 
SUBCHAPTER B-FOOD FOR HUMAN 
CONSUMPTION 
PART 170-FOOD ADDITIVES 
SUBPART B^FOOD ADDITIVE SAFETY 

Current through December 7, 1999; (A 

FR 68573 

§ 170.30 Eligibility for classification as generally 
recognized as safe (GRAS). 

(a) General recognition of safety may be based only 
on the views of experts qualified by scientific training 
and experience io evaluate the safety of substances 
directly or indirectly added io food. The basis of such 
views may be either (1) scjenuTic procedures or (2) in 
the case of a substance used in food prioV to January 
1, 1958, through experience based on common use in 
food. General recognition of safety requires common 
knowledge about the substance throughout the 
scientific cornrnunity knowledgeable aboul the safety 
of substances directly or indirectly added to food. 

(b) General recognition of safety based upon 
scientific procedures sba)J require die same quantity 
and quality of scientific evidence as is required lo 
obtain approval of a food additive regulation for the 
ingredient. General recognition of safety through 
scientific procedures shall ordinarily be based upon 
published studies which may be corroborated by 
unpublished studies and other data and information. 

(c) (1) General recognition of safety through 
experience based on common use in food prior lo 
January 1. 1958, may be determined without the 
quantity or quality of scientific procedures required 
for approval of a food additive regulation. General 
recognition of safety through experience based on 
common use in food prior to January 1 , 1958, shall be 
based solely on food use of the substance prior to 
January l t 1958, and shall ordinarily be based upon 
generally available data and information. An 
ingredient not in common use in food prior io January 
K 3958, may achieve general recognition of safety 
only llirough scientific procedures. 

(2) A subsunce used in food prior to January K 
1958 r may be generally recognized as safe through 
experience based on its common use in food when ihai 
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use occurred exclusively or primarily outside of the 
United Stales if the information aboul the experience 
establishes thai the use of die substance is safe within 
the meaning of the act (see § 170.3(i))- Common use 
in food prior to January ), 1958, that occurred outside 
of the United States shall be documented by published 
or od^er information and shall be corroborated by 
information from a second, independent source that 
confirms the history and circumstances of use of the 
substance. The information used to document and io 
corroborate the history and circumstances of use of 
the substance must be generally available; that is, it 
must be widety available in the country in which the 
history of use has occurred and readily available to 
interested qualified experts in this country. Persons 
claiming GRAS status for a substance based on its 
common use in food outside of the United States 
should obtain FDA concurrence that the use of the 
substance is GRAS. 

(d) The food ingredients listed as GRAS in Part 182 
of this chapter or affirmed as GRAS in Part 184 or § 
J 86.1 of 0ns chapter do not include all substances that 
are generally recognized as safe for their intended use 
in food- Because of the large number of substances 
the irji ended use of which results or may reasonably 
be expected to resuli, directly or indirectly, in their 
becoming a component or otherwise affecting the 
characteristics of food, it is impracticable lo list all 
such substances that are GRAS. A food ingredient of 
natural biological origin dial has been widely 
consumed for its nutrient properties In the United 
Stales prior to January 1, 1958, without known 
detrimental effects, which is subject only l 
conventional processing as practiced prior to January 
1 , 1958, and for which no known safety hazard exists, 
will ordinaTUy be regarded as GRAS without specific 
inclusion in Part 182, Part 184 or § 186.1 of this 
chapter. 

(e) Food ingredients were listed as GRAS in Part 182 
of this chapter during 1958-1962 without a detailed 
scientific review of all available, data and information 
relating to their safety. Beginning in 1969, the Food 
and Drug Administration has undertaken a systematic 
review of the status of all ingredients used in food on 
the determination that they are GRAS or subject io a 
prior sanction. All determinations of GRAS status or 
food additive status or prior sanction status pursuant 
to this review shall be handled pursuant to §§ 170.35, 
170.38, and 180.1 of this chapter. Affirmation of 
GRAS Status shall be announced in Part J 84 or § 
186-1 of this chapter. 
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21 CFR s 170.30 

(0 The status of the following food ingredients will 
be reviewed and affirmed as GRAS or determined to 
be a food additive or subject to a prior sanction 
pursuant to § 170.35* § 170.38, or § 180.1 of (his 
chapter: 

(1) Any substance of natural biological origin that has 
been widely consumed for its nulrient properties in the 
United States prior to January 1 F 1958, without known 
detrimental effect, for which no health hazard is 
known, and which has been modified by processes 
first introduced into commercial use after January l r 
1 958, winch may reasonably be expected significantly 
lo aJter the composition of die substance. 

(2) Any substance of natural biological origin that has 
been widely consumed for its nutrient properties in the 
United Slates prior to January 1„ 1958, without known 
detrimental effect, for which no health hazard is 
known > that has had significant alteration of 
composition by breeding or selection after January 1, 
1958, where the change may be reasonably expected 
to alter the nutritive value or the concentration of 
toxic constituents. 

(3) DjstiIJaies T isolates, extracts, and concentration of 
extracts of GRAS substances. 

(4) Reaction products of GRAS substances. 

(5) Substances not of a natural biological origin, 
including those for which evidence is offered that they 
arc identical to a GRAS counterpart of natural 
biological origin. 

(6) Substances of natural biological origin intended 
for consumption for other than their nutrient 
properties. 

(g) 'A food ingredient thai is not GRAS or subject to a 
prior sanction requires a food additive regulation 
promulgated under section 409 of the act before it 
may be directly or indirectly added to food. 

(h) A food ingredient that is listed as GRAS in Part 
1S2 of this chapter or affirmed as GRAS in Part 184 
or § 186.1 of this chapter shall be regarded as GRAS 
only if, in addition to all the requirements in the 
applicable regulation, it also meets all of the following 
requirements: 

(1) It complies with any applicable food grade 
specifications of the Food Chemicals Codex, 2d Ed. 
(1972), or, if specifically indicated in the GRAS 
affirmation regulation, the Food Chemicals Codex* 3d 



Ed. (1981), which are incorporated by reference, 
except that any substance used as a component of 
articles that contact food and affirmed as GRAS in § 
186 J of this chapter shall comply with the 
specifications therein, or in the absence of such 
specifications, shall be of a purity suitable for its 
intended use. Copies may be obtained from the 
National Academy Press, 2101 Constitution Ave. 
NW., Washington, DC 20418, or may be examined at 
the Office of the Federal Register, 800 North Capitol 
Street, NW., suite 700, Washington, DC. 

(2) It performs an appropriate function in the food ot 
food-contact article in which h is used. 

(3) It is used at a level no higher than necessary to 
achieve its intended purpose in that food ot, if used as 
a component of a food-contact article, at a level no 
higher than necessary lo achieve its intended purpose 
in that article. 

0) If a subslance is affirmed as GRAS in Part 1 84 or 
§ 186.1 of this chapter with no limitation other than 
good jnanufacturing practice, it shall be regarded as 
GRAS if its conditions of use are not significantly 
different from those reported in the regulation as me 
basis on which (he GRAS status of the substance was 
affirmed. If ihe conditions of use are significantly 
different, such use of die substance .may not be 
GRAS- In such a case a manufacturer may not rely 
on the regulation as authorizing the use but must 
independently establish that the use is GRAS or must 
use the substance in accordance with a food additive 
regulation, 

(j) If an ingredient is affirmed as GRAS in Part 184 
or § 186.1 of Uiis chapter wjth specific lnnitation(s), it 
may be used in food only within such 
lirnjtation(s){including the category of food(s), the 
functional use(s) of the ingredient, and the level(s) of 
use). Any use of such an ingredient not in full 
compliance with each such established limitation shall 
require a food additive regulation. 

(k) Pursuant to § 170.35, a food ingredient may be 
affirmed as GRAS in Part 184 or § 186.1 of this 
chapter for a specific use(s) without a general 
evaluation of use of the ingredient. In addition to ihe 
use(s) specified in the regulation, other uses of such 
an ingredient may also be GRAS. Any affirmation of 
GRAS status for a specific use(s), without a general 
evaluation of use of the ingredient, is subject lo 
reconsideration upon such evaluation. 

(!) New inforrnaiion may at any time require 
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21 CFR s 170.30 

reconsideration of the GRAS slatus of a food 
ingredient. Any change in Part J 82, Part 184, ot § 
J 86.1 of this chnpreT shall be accomplished pursuant 
to § 170.38. 

(42 FR 14483, Mar. 15, 1977, as amended at 47 FR 
947, J»n- 8. 1982; 49 FR 5610, Feb. 14, 1984; 53 
FR 16546, May 10, 1988'J 
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< Genera) Materials (GM) - References, Annotations, 
or Tables > 

21 C. F. R. § 170.30 
21 CFR § 17t) 30 
END OF DOCUMENT 
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21 CFRs 182.) 
21 CF.R. § 182.1 

CODE OK FEDERAL REGULATIONS 
TITLE 21 -FOOD AND DRUGS 
CHAPTER I-FOOD AND DRUG 
ADMINISTRATION, DEPARTMENT OF 
HEALTH AND HUMAN 
SERVICES 
SUBCHAPTER B-FOOD FOR HUMAN 

CONSUMPTION 
PART J 82-SUBSTANCES GENERALLY 

RECOGNIZED AS SAFE 
SUBPART A— GENERAL PROVISIONS 

Current Through December 7, 1999; 64 

FR 68573 

§ 182,1 Substances that are generally recognized as 
safe. 

(a) It is impracticable io list all substances that arc 
generally recognized as safe for their intended use. 
However, by way of illustration, ibe Commissioner 
regards such common food ingredients as sail, pepper, 
vinegar, baking powder T and monosodium ghitamale 
as safe for iheir intended use. This part includes 
additional substances that, when used for the purposes 
indicated, in accordance with good manufacturing 
practice, are regarded by the Commissioner as 
generally recognized as safe for such uses. 

(b) For the purposes of this section, good 
inanufacturing practice shall be defined to include the 
following restrictions: 

(1) The quantity of a substance added to food does 
not exceed the amount reasonably required to 
accomplish its intended physical,, nutritional, or other 
technical effect in food; and 

(2) The quantity of a substance that becomes a 
component of food as a result of its use in the 
manufacturing, processing, ot packaging of food, and 
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which is not intended to accomplish any physical to- 
other technical effect in the food itself, shall be 
reduced to the extent reasonably possible. 

(3) The substance is of appropriate food grade and is 
prepared and handled as a food ingredient. Upon 
request the Commissioner will offer an opinion, based 
on specifications and intended use, as to whether or 
nor a particular grade or Jot of the substance is of 
suitable purity for use in food and would generally be 
regarded as safe for the purpose intended, by experts 
qualified to evaluate its safety. 

(c) The inclusion of substances in the list of nutrients 
does not constitute a finding on the pari of the 
Department thai the substance is useful as a 
supplement to the diet for humans. 

(d) Substances that are generally Tetognized as safe 
for their intended use within the meaning of section 
409 of the act arc listed in this part. When the status 
of a substance has been reevaluated, it will be deleted 
from this part, and will be issued as a new regulation 
under the appropriate part, e.g., "affirmed as GRAS" 
under Part 184 or 186 of this chapter; "food additive 
regulation'* under Pans 170 through ISO of this 
chapter; M interim food additive regulation" under Part 
180 of this chapter; or "prohibited from use in food" 
under Part 189 of this chapter. 

[53 FR 44875, Nov. 7, 19S8J 

<: General Materials (GM) - References, Annotations, 
or Tables > 

21 C. F, R.§ 182-1 

21 CFR§ 1821 

END OF DOCUMENT 
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21 CFR s 182.60 
21 C.f,R-§ 152.60 

CODE OF FEDERAL REGULATIONS 
TITLE 21-FOOD AND DRUGS 
CHAPTER 1-FOOD AND DRUG 
ADMINISTRATION, DEPARTMENT OF 
HEALTH AND HUMAN 
SERVICES 
SUBCHAPTER B-FOOD FOR HUMAN 

CONSUMPTION 
PART 132-SUBSTANCES GENERALLY 

RECOGNIZED AS SAFE 
SUBPART A— GENERAL PROVISIONS 

Current ihrougb December 7, 1999; 64 

FR 68573 

§ 182.60 Synthetic flavoring substances and 
adjuvants. 

Symhelic flavoring substances and adjuvants that are 
generally recognized as safe for their intended use, 
wjthin the meaning of section 409 of the act, are as 
follows: 

Acetaldehyde (cihanal). 

Acetoin (acetyl roeihylcarbinol). 

Anelhole (parapropenyl anisole). 

Benzaldehyde (benzoic aldehyde). 

N-Buryric acid (butanoic acid). 

d- or 1-Carvone (carvol). 

CmnamaJdehydc (cinnamk aldehyde). 

CitraJ (2>diraediyIocudjei>2,6-al-8,. geranial, neral). 

Decanal (N-decy]a)dehydc, capraldebyde, capric 
ajdehyde, caprinajdehyde, aldehyde C-10). 

Ethyl aceiate. 



Page 8 

Ethyl buryrate. 

3-Mcthyl-3-phenyl glycidic acid ethyl ester (ethyl- 
roetbyl-pbenyl-gJycidate, so- called strawberry 
aldehyde, C-16 aldehyde). 

Elhyl vanillin. 

Geraniol (3,7-dimclhyl-2,6 and 3,6-octadien-l-ol ). 

Geranyl acetate (geranjo) acetate)- 

Limonene (d-, 1-, and dl- ). 

Linalool Qvorto}, 3 ,7-dhncthyl- 1 , 6-oc^dien-3-ol ). 

Linatyl acetate (bergamol). 

Methyl anihranilale (meihyl-2-auunobenzoate), 

PJperonal (3,4-n)elhy]enedioxy-benzaldehydc r 
heliciropin). 

VanDlin. 

(Authority: Sees. 201(s), 409 T 701(a), 52 Stat. 1055, 
72 Slat. 1784-1788 as amended (21 U-S.C. 321(s), 
348, 371(a))) 

[42 FR 14640, March 15, 1977, as amended at 43 FR 
47724, Oct. 17, 1978; 44 FR 3963, Jan. 19, 1979; 
44 FR 20656. April 6, 1979; 48 FR 51907, Nov. 15, 
1983; 54 FR 7402. Feb. 21, 1989] 

< General Materials (GM) - References, Annotations, 
or Tables > 

21 C. F. R. § 182.60 
21 CFR §182.60 
END OF DOCUMENT 



Copr. © West 2000 No Claim to Orig- U.S. Govt. Works 

Received from < > at 1/31102 12:40:41 PM [Eastern Standard Time] 



01/31/ 0 2 09:36 F AX 



JMBM IP Dept. 



@017 



21 CFRs 172.510 
21 C.F.R. § 172.510 

CODE OF FEDERAL REGULATIONS 
TITLE 21-FOOD AND VRVGS 
CHAPTER I-f OOD AND DRUG 
ADMINISTRATION, DEPARTMENT Of 
HEALTH AND HUMAN 
SERVICES 
SUBCHAPTER B-FOOD FOR HUMAN 
CONSUMPTION 
PART 172^FOOD ADDITIVES PERMITTED 
FOR DIRECT ADDITION TO FOOD FOR 
HUMAN 
CONSUMPTION 
SUBPART F-FLAVOR1NC AGENTS AND 
RELATED SUBSTANCES 
Current through Dccenrtwx 7, 1999; 64 

FR 68573 

§ J72.510 Natural flavoring substances and natural 
substances used in canjunctjnrj with flavors. 



Page 1 



Natural flavoring substances and natural adjuvants 
may be safely used in food in accordance wilh the 
following conditions. 

(a) They are used in the ijiinimum quantity required 
to produce iheir imended physical or technical effect 
and in accordance with all ibe principles of good 
manufacniring practice. 

(b) In the appropriate forms (plant parts, fluids and 
solid extracts, concretes, absolutes, oils, gums, 
balsams, resins, oleoresins, waxes, and dis&Uaies) 
they consist of one or more of the following, wed 
ajopc or in combination with flavoring substances and 
adjuvants generally recognized as safe in food, 
previously sanctioned for such use. or regulated in 
any section of this pari. 



Common name 



Scientific name 



Limitations 



Aloe 



Althea root and flowers 
Amyris [West Indian 

sandalwood) 

Angola weed 



Aloe perryi Baker/ A. barbadensis 
Mill., A. fexox Mill-, and hybrids 
of this sp* with A- africana Mill* 
and A. spicaca Baker. 

Althea officinalis L. 

Amyris balsamifera Jj- 

Roccella fuciformis Ach 



Arnica flowers 



Artemisia (wormwood) * . 



Arnica montana 1*;, A. fulgens Pursh, 
A, sororia Greene, or A. cordifolia 
Hooker * 

Artemisia spp * 



Artichoke leaves cynara scolymus h 



Benzoin resxn 



Blackberry bark 

Boldus (boldo) leaves 

Boronia flowers 

Bryonia root 

fiuchu leaves 



Styrax benzoin Dryander, S. 
paralleloneurus Perkins, S- 
tonkinensis (Pierre) Craib ex 
Hartwich, or other spp. of the 
section Anthostyrax of the genus 
Styrax. 

Rubus, Section Eubatus 

Peumus boldus Mol 

Boronia megastigma Nees. 

Bryonia alba L. , or B. diocia Jacq 

Barosma bettilina Bartl- et Wendl., B- 



in alcoholic 
beverages 
only. 



Do. 

Pinished food 

thujone 

free. [E7UJ 
in alcoholic 

beverages 

only. 



Do. 
Do, 
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crenulata (L- > Hook- or B - 
serratifolia Willd 



Do. 



Buckbean leaves Menyanthes trifoltata L - - - - - - " 

Cajeput Melaleuca leucadendron L. and other 

Melaleuca spp - 

Calumba root JateorMza palmata (Lam ) «ie« Do- 
Camphor tree Cinnamomom camphora (I>. Nees et Safrole free . 

Eberm 

cascara sagrada Rhamnus purshiana DC 

Cassie flowers Acacia faxnesiana (L-) Wxlld 

Castor oil RicinUS communis L 

catechu, black Acacia catechu Willd 

Cedar, white 

(aborvitae), leaves _, _ . 

and twigs Thuja occidental!* L Finxshed^iood 

free. [FN1J 

Centuarv Centaurium umbellatum Gilib In alcoholic 

centuary beverages 

only. 

cherry pits Prunus avium L. P r P- cerasus L Not to exceed 

> r * 25 p. p.m. 

prussie 
acid. 

Cherry-laurel leaves Prunus laurocerasus L ... no - 

Cheetnut leaves Castanea dentata (Marsh.) Borkh 

Chirata Swertia chirata Buch.-Ham In alcoholic 

beverages 
only- 

cinchona, red, bark Cinchona succirubra Pav, or its 

hybrids " beverages 

only; not 
more than 63 
p. p.m. total 
cinchona 
alkaloids in 
finished 
beverage. 

Cinchona, yellow, bark Cinchona ledgeriana Moens, C. 

calisaya Wedd. r or hybrids of these 

with other spp. of cinchona Do. 

Copaiba * South American spp. of Copaifera L 

Cork oak Quercus suber L-, or Q. occidentals 

' P. Gay - In al coh °l ic 

beverages 

only. 

Costmary Chrysanthemum balsamita l - Do. 

Costus root * Saussurea lappa Clarke 

Cubeb Pipar cubeba h. f 

currant, black, buds and 

leaves Ribes nigrum L 

Damiana leaves Turner diffusa Willd 

Davana Artemisia pallens Wall. 
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Dill, Indian Anethum sowa Roxb- (Peucedanxim 

graveolens ^enth et Hook . , Anethum 
graveolens L. ) . 

Dittany (fraxinella) 

roots Dictamnus albus L , 

Dittany of Crete origanum dictamnus L 

Dragon's blood 

(tfracorubin) Daemonorops spp 

Elder tree leaves Sambucus nigra h 



Elecampane rhizome and 

roots Inula helenium L 



Elemi Canarium commune L. or C. luzonicum 

Miq 

Erigeron * Erigeron canadensis L 

Eucalyptus globulus 

i ea ve$ Eucalyptus globulus Labill 

Fir ("pine") needles and 

twigs Abies sibirica Ledeb-, A. alba Mill-, 

A. sacbalinesis Masters or A. 
mayriana Miyabe et Kudo. 

Fir, balsam, needles and 

twigs Abies balsamea (L-) Mill 

Galanga, greater Alpinia galanga Willd 

Galbanum Ferula galbaniflua Boiss. et Buhse 

and other Ferula spp- 
Gambir (catechu, pale) - - Uncaria gambir Roxb 

Genet flowers Spartium junceum L 

Gentian rhizome and 

roots . - - - Gentiana lutea L 

Gentian, stemless Gentiana acaulis L , . . , - 

Germander, chamaedrys * . - Teucrium chamaedrys X> 

Germander, golden Teucrium polium I- 

Guaiac Guaiacum officinale G. sail turn , 

Bulnesia sarmienti Lor. 

Guarana Paullinia cupana HBK 

Haw, black, bark viburnum prunifolium L 

Hemlock needles and 

twigs Tsuga canadensis (L. ) Carr. or T. 

beterophylla (Raf . ) Sarg- 

Hyacinth flowers Hyacinthus orientalis t 

Iceland moss cetraria islandica Ach 

Imperatoria Peucedanum ostruthium (1*.). Koch 

(Imperatoria ostruthium ' L. ) . 
l va Achillea moschata Jacq 
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DO. 



In alcoholic 
beverages 
only; not to 
exceed 25 
p,p-m- 

prussic acid 
in the 
flavor. 

In alcoholic 
beverages 
only- 



Do. 



Do. 
Do . 
DO- 



Do- 



Do, 
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Lovage 
I„ungmoss (lungwort) 



Labdanum Castus spp. 

Lemon-verbena Lippia citriodora HBK 

Linaloe wood Bursera delpechiana Poiss. and other 

Borsera spp- 

Linden leaves Tillia spp 

... Levisticum officinale Koch 
. . . Sticta pulmonacea Ach 

Maidenhair fern Adiantum capillus-veneris L 

Maple, mountain Acer spicatum Lam 

Mimosa (black wattle) 

flowers Acacia decurrens Willd. var- 

dealbata - 
Verbascum phlomoides. L- or V. 

thapsiforme Schrad. . . t 

Myrrh Commiphora molmol Engl . , C- 

abyssinica (Berg) Engl,, < 
Commiphora spp. 

Myrtle leaves Myrtus communis L 

Oak, English, wood Quercus robur L 

oak, white, chips Quercus alba L 

Oak moss Evernia prunastri (L. ) Ach-, E- 

furfuracea (L. ) Mann, and other 
lichens * 



Do, 



DO. 



DO - 



Mullein flowers 



or other 



Do - 



Do_ 
Do. 



Finished food 
thujone . 



Olibanum * * » 

opopanax (bisabolmyrrh) 



Orris root 



Pansy 



Boswellia carter! Bird", and other 

Boswellia spp. 
Opopanax chironium Koch (true 

opopanax) of Commiphora erythraea 

Engl, var- Llabrescens. 
iris germanica L. (including its 

variety florentina Dykes) and I- 

pallida Lam. 
Viola tricolor L 



Passion flower Passiflora incarnata L 

Patchouly pogostemon cablin Benth- and P. 

heyneanus Benth. 
Peach leaves . * prunus persica (L.) Batsch — . , 



In alcoholic 
beverages 
only- 



In alcoholic 
beverages 
only; not to 
exceed 25 
p. p.m. 

prussic acid 
in the 
flavor. 



Pennyroyal, American .... Hedeoma pulegioides (L. ) Pers 

Pennyroyal, European - - - * Mentha pulegium L 
Pine, dwarf, needles and 

twigs Pinus mugo Turra var. pumilio 

(Haenke) Zenari 

Pine, Scotch, needles 

and twigs pinus sylvestris L 
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Pine, white, bark Pimis strobus L 



Pine, white oil Pinus palustris Mill., and other 

Pinus spp 

Poplar buds Populus balsamifera L. <P. 

tacamahacca Mill.l, P- candicans 
Ait., or P. nigra L 

Quassia Picrasma excelsa (Sw. ) Planch, or 

Quassia amara L. 

Quebracho bark Aspidosperma quebracho-bianco 

Schlecht, or (Quebrachia lorentzix 
(Griseb) ) - - . * 



Quillaia (soapbark) Quillaja saponaria Mol 

Red sounder s (red 

sandalwood) Pterocarpus san alinus L 

Rhatany root Krameria triandra Ruiz et Pav. or K - 

argentea Mart. 

Rhubarb, garden root Rheum rhaponticuin l* 

Rhubarb root Rheum officinale Baill-, ft* palmatwn 

L-, or other spp- (excepting A- 
rhaponticum L. ) or hybrids of Rheum 
grown in China - 

Roselle * Hibiscus sabdariffa L 

Rosin (colophony) Pinus palustris Mill-, and other 

Pinus spp - 



St. Johnswort leaves, 

flowers, and caulis Hypericum perforatum h 



San t alum album 1» 

Tetraclinis articulata (Vahl - ) , Mast . 



Sarsaparilla sjnilax aristolochiaef olia Mill-, 

(Mexican sarsaparilla), S, regelii 

Killip et Morton (Honduras 

sarsaparilla) , S. febrifuga Kunth 
(Ecuadorean sarsaparilla) , or 

undetermined Smilax spp- 
(Ecuadorcan or Central American 

sarsaparilla) . 
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in alcoholic 
beverages 
only- 



Do- 



Schinopsis 
lorent2ii 
(criseb. ) . 
Engl . 



In alcoholic 
beverages 
only. 



Do. 



Do. 
Do. 

Hypericin- free 
alcohol 
distillate 
form only; 
in alcoholic 
beverages 

only- 



In alcoholic 
beverages 
only. 
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Sassafras leaves 

Senna, Alexandria 
Serpentaria (Virginia 
snakeroot ) 



Sassafras albidurn (Nutt.) Nees 
Cassia acutifolia Delile 



AristolOChia serpentaria J* 



Siroaruba bark Simaruba amara Aubl 

Snakeroot, Canadian 

(wild ginger) Asarum canadense L. 

Spruce needles and twigs Ficea glauca (Moench) Voss or P. 

mariana (Mill,) BSP. 

Storax (styrax) Liquidambar orientalis Mill* or 1>. 

styraciflua h- 

Tagetes (marigold) Tagetes patula L., T. erecta L., or 

T. minuta L. (T, glandulifera 

Scnrank) * 

Tanacetum vulgare L 
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in alcoholic 
beverages 
only. 
Do. 



Tansy 



Thistle, blessed (holy 

thistle) - Onicus benedictus L 



AS oil only. 
In alcoholic 

beverages 

only; 

finished 

alcoholic 

beverage 

thujone 

free, f^l] 

in alcoholic 
beverages 
only- 



Thyroug capitatus 

(Spanish "origanum**) . . . Thymus capitatus Hoffmg, et Link 

Xolu Myroxylon balsamuro (L. ) Harms 

Turpentine Pinus palustris Mill- and other Pinus 

spp. which yield terpene oils 

exclusively. 

Valerian rhizome and 

r oots - Valeriana officinalis I* 

Veronica Veronica officinalis I» 

Vervain, European Verbena officinalis h - - - T 

Vetiver * Vetiveria zizanioides Stapf 

violet, Swiss Viola calcarata I* 

Walnut husks (hulls) f . 

leaves, and green 

nuts - Juglans nigra L- or J. regia L 

woodruff, sweet Asperula odorata h 



Yarrow Achillea millefolium L 



Do. 
Do > 
DO . 



In alcoholic 

beverages 

only. 
In beverages 

only; 

finished 

beverage 

thujone 

free- [FN1] 



y^rba santa Eriodictyon call f ornicum (Hook,. «C 
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Arn.) Torr 

yucca, Joshua-tree Yucca brevifolia Engeljn 

Yucca, Mohave Yucca schidigera Roezl ex ortgies (Y. 

mohavensis Sarg. J. 

FNl~As determined by using the method (or, in other than alcoholic beverages, a 
suitable adaptation thereof) in section 9-129 of the "Official Methods of 
Analysis of the Association of Official Analytical Chemists," 13th Ed. 
(1980), which is incorporated by reference- Copies may be obtained from the 
Association of official Analytical Chemists International, 4B1 North 
Frederick Ave., suite 500, Gaithersburg, MD 20B77-2504, or may be examined at 
the Office of the Federal Register, 800 North Capitol Street, NW-, suite 700, 
Washington, DC 

[42 FR 14491, Mar. 15. 1977, as amended at 43 FR 

14644, Apr. 7, 1978; 47 FR 11836, Mar. 19. 1982; 21 C. F. R- § 172.510 

49 FR 10104, March 19, 1984; 54 FR 24897, June 

12. 1989) 21 CFR § 172.510 

< General Materials (GM) - References, Annotations, 

or Tables > END OF DOCUMENT 
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Board or Dim ion 

Presideot 
Bill Wolf 

Wbif and Associates, Inc. 
New Castle* VA 

Yicc Pmfdeot 
Peiw Murray 

Maggies/Clean Clothes* Inc. 
Ann Arbor, MI 

Secretary 

Envify Brown Rosra 
tforihtast Organic Farming 
Assoeiotion^ffeto Jersey 

Pennington. NJ 

Treuiiirtr 
Yvonne Fron 
Oregon Tilth Certified 

Organic 
Salem, OR 

Harriet Bchar 
Grays Mills. Wl 

Kim Bunon 

Smueicer Quality Beverages 
Chico. CA . 

Kathcrioc DiMttteo 
Organic Trad* Association 
Gtccnjitld. MA 

Marry Mesh 

Florida Organic Growers 
Gainesville, Ft 

Mary MoJiy 

Hygiene CO 
J.R Fran 

Pratt foods 
Shawnee, QK 

California Certified 
Organic Farmers 
WslsonvWe. CA 

Michael Fox, A 
Humane Socnty of the 
. United Slates 
' Washington. 0C 

Tim Sullivan, j.D ; 
Mississippi /tiver ftasin 

Alliance 
Minneapolis. MN 

AffililliMU lilted 
Cor idctuifiearion 



Tor McPartland 
President 

Orange Guard, Inc. 
7Trampa canyon HS^ 
Carmel Valley, CA " 



••I ■ - 



Dear Mr, McF^ffl^fi i^ 

i . :-fe : T:' 

Thank you for'Btti^Wite Organic Materials Review Institute <OMRI) for brand name prqd&l - ; __ 
review. OMRI tm'r^S^.^nge Guard, lnc/s product Orange Guard, and has ddtem^n^R^ ; 
Allowed for use lrr efgis-riq ph^fi^&on in the category of plant extractused for prxcss^^;6orirrj(. 
This listing Indicates k^^^:pilc|bci meets organic standards based on OMRl's revjmt^^ 
good fatth acceptance of the" you provided with your applMjon^p^ 
revise its 1st of materials us^ttpi^^ VftiOtfi*, and may 

reconsider your product at a future ( 





Subscrlbir)g.«»«j^anri.flia(te organic programs will receive Information regarding the lisj^ 
pf Orange Guard Wtt CWRt l^e product will appear In the next update of the OMRI Biaftfr 
Products List. Witij^f^feMOWN certtftetion or endorsement, and canned be conefo^£ 
certification or Dstirtftri *y pf ta&tariHng certifiers. Final decisions fegardJ^ lfiiB** 5 ^^ 
useGfthapnxiuct'^^A^ 

that certifier who st*tt$p^ right 1fl tte^^OWRJ^ recommendatloa. J$ 
need to contact th&jcifljjtefs for infbmfeton-afll tojyrt^jtheror noytJjgj®] 
organic productio^ han^yfr^f. OMRI is nt^T^xafa!* for an; 
this listing or the ad^# OMR! subscribers as 



Also. OMRI fisting dcfefrtolmply that the product has b^ggfeTered In general or for any: f ^ 
use by the appro^^ s ttW 1 «' Federal agencies. Use in organic handling must comply wiflr'Jtfc* . _ 
current label, and m^^Aiye.used In direct food contact, Any food contact surface treated i^fiii* -:' 
materia) must be deauwrt btfore handling organic food. Any revision to label must be prwijfcg^ ^ . 
OMRI, and may rd^ni i reoperation of the product status, ' I^Jy ■ ;ii 

Enclosed b OMRTspofie^ on how you can use your fisting on labeling and promotional tfferahire: Any 
use of OMRl's name outside of this sanctioned policy may result In a product being removed from the 
fist or further actfon against the company that violates that policy. OMRI reserves the right to remove 
any product from fyfet 4 gpy ftf»/Thfs tetterseryes ad the Final Response Letter to Ot$^ j^a& 
Inc. regardhg tl*&&hj» M^^.Gu^:tf'0^ <tod. Inc. wishes to appeal this d0tjjU^:~4 
please refer to the ^ctlon of the mo«s )9Vi^ I^^P 0 ^^ Mdr,i/a/ ' 'VJZ.i'l 



Again, thank you fef)p|in||^patk)n fn the OMRI 
we can be of any : t^^^S5^nce. 



• .... 



I.us;|a*w4 




•7^-.-.:, 



Organic Materials Review Institute'™* 
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Prudent 
Bill Wolf 

Wo\fond Associates. Inc. 
Afcw Cojffe, 

Vice Prttidtot 
Pcin" Murray 

Maggies/Clean Cloth**, Inc. 
Ah* Arbor, MJ 

Secretary 

Emily Drown Rastt 

fJonheasl Organic Fanning 

Association-^^ Jersey 
Pennington. W 

Trr*iur«r 

Yvonn* Frost 
Oregon Tilth Certified 

Organic 
Sat**. OR 

HMnciBehar. 
Grays MM*. WI 

Kim Burton 

Smuckcr Quality Beverages 
Chico. CA 

~K.aiherine DiMatteo 
Organic Trade Association 
Greenfield, MA 

Marty Mesh 

Florida Organic Growers 
Gainesville. Ft- 

Mar/ Mulry 
FoodWise 
fiygjene. CO 

J_B. Pratt 
Fratl Foods 
Shawnee* OX 

California Certified 
Organic Farmer* 
Woljonville. CA 

Michatl Fox, D. VM. 
Humane Society of the 

United Siates 
Washington, DC 

Tim Sullivan, J.D. 
Mississippi River Basin 

Alliance 
Minneapolis. 

Afffli»iiwu listed 
/or identification 



iK-:v-*.'"-.-,raR>rt J^bk^fcafa.- ,. 

^■Krforflno Options for '-^jf-. 

su PP it#^ 

lap ^ nd NanIG producte L,sf 

• 0MW ^ li^kllBterials Raview Institute (0Mf$jS|^' 
. Listed byth*<?WfwP^» iflkfcJRGP* 



••.•'-.'■■■J'. 



iiiii^ nflfilcaeuu » literature, a 8»PP U ^WW $ 
a J f¥?B ! !SJ^3k«.«tioi« may be u*ed- ^.^C*- -I: ■;*■*■; . * : 






lentageocy.^JH**'; 



To us© 

listed as t^^fSSWSS^W be used- * 
Materia* 

or certain ciqjfc anto»ls. or food***,* JIM 

era V^^B^T^JSSm if the use of a given puteM^ 
appropriate jtffiBW»«« t0 determine w 

aUle«ali«#*«^ Ji^fcS 



OMRI'b i^^i^ons ^"^^^^cDUi or or^ 

■^-M^gs^^ ... 

' $0 comply 



gtandatda-.^J^W^n^onsible 
organic statu* w^coi»eq.i»«icM 




legator 
question* $ 
particular ~* 
for 



ota, 



restrictions on use ag*a£- 
[etr certifiers or enforcement o 



'.-!5(ts : i> ; "i': 



Organic Materials Review institute*" 
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SUb ^ S ( ™2^So022:ll: 5 8EDT 

From: fg>«<tf^aol com 
To: f» g*<» ix-net com.com 

JUS C h*ve to than* you for ^^^J^X^^ SuitS S??* 
2S S ^ cerrible ant pr ^"I^JS co^ortablJ u*in 9 . done a 

thrilled CO have found a pesticide 
great service. Mary 
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_ «nnn Thw* you lor your product 

Wednesday. August 23. 8000 ' 

Subject: Thank you for your product 
Date: Tue, 22 Aug 2000 01:25:40 EDT 
fy^- M«f B h^rha(Saol.coni 
To: ftgj @ix.netcom.com 

We first became acquainted with your product chrough a demonstration on QVC. 
wl lived in Orange county. CA at that time and our entire county as well as 
our £S wS/c^vered with ant*. I am aathmatic and can't tolerate any of the 
IZ rSeUencs on the market. To conplicate otters we share our bo** wich 
two dogs and one bird. 

What do we. have to lose? QVC has a 30 day return policy. We ordered the 
Sole? a^d used it. We stayed in the house but the anC* ^V«jJ™^ 
We have since moved to Riverside County and they have developed the same ant 

recall was tnade to QVC. we received the product today and sprayed our 
outside door and entry hall. The ants died. 
I had no problems. 

Thank you so much for a great produce. Your have saved my life. 
Charlotte Friedenberg, Marcia Baldwin, zorro. sasha and sam»y-bird. 
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Friday. April Zfl. 2000 



Great pre duel! 



^=S^A^1SS ! 09:20 ; 57^0Q 
From: qiilw^ ^Off"" 1 -" 1 ^ 

X wanted to let you fcno. ho^happy « £ £^ t ™ 

living a terrible ant problem £| y a £ouTout dogs and cat getting 

baits we were t^ttrng ouc We worried *»out^ut ^ r m) j 

into Che baits, and didn c want to use a ^ray husband 
found Orange Guard on the web and V™*" "hat could be used 

After lust on. ^r? 1 " °" Si.? felt the «ri t. «i« 

fe.eti.ve and safe - a winning combination. Thar*sl 

Doris Bitler 
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MITCHUM CONSTRUCTION 
& ENGINEERING CO;, INC. 

49 1 7 Emerald Bay Dctve 
NORTHPORT, ALABAMA 35476 Majp 25i x99 g 

S, 

-Tom McPartiand 
7. Trampa canyon noad 
CArmel valley, Ca - 93924 

Dear Mr* McPartland: 

orange Guard- After 35 V ears of nt in »J f wife z spxay ed 

to us* any other potion due to health P^»J™ J eft J a that thls Wse 

8eV ^^ e i?°ant a Le e e ^ SSK'r«rviio5TpJSS«et for anyone vho 



Sincerely. 



Wilburn G. Mi-tchTim 



205-339-9595 
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